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(5) To justify an accelerated training
exception request, an ESRD facility
must document that a significant num-
ber of training sessions for a particular
modality are provided during a shorter
but more condensed period.

(6) The facility must submit with the
exception request a list of patients, by
modality, trained during the most re-
cent cost report period. The list must
include each beneficiary’s—

(i) Name;

(ii) Age; and

(iii) Training status (completed, not
completed, being retrained, or in the
process of being trained).

(7) The total treatments from the pa-
tient list must be the same as the total
treatments reported on the cost report
filed with the request.

[70 FR 70331, Nov. 21, 2005]

§413.194 Appeals.

(a) Appeals under section 1878 of the
Act. (1) A facility that disputes the
amount of its allowable Medicare bad
debts reimbursed by CMS under
§413.178 may request review by the
intermediary or the Provider Reim-
bursement Review Board (PRRB) in ac-
cordance with subpart R of part 405 of
this chapter.

(2) A facility must request and obtain
a final agency decision prior to seeking
judicial review of a dispute regarding
the amount of allowable Medicare bad
debts.

(b) Other appeals. (1) A facility that
has requested higher payment per
treatment in accordance with §413.180
may request review from the inter-
mediary or the PRRB if CMS has de-
nied the request in whole or in part. In
such a case, the procedure in subpart R
of part 405 of this chapter is followed to
the extent that it is applicable.

(2) The PRRB has the authority to
review the action taken by CMS on the
facility’s requests. However, the
PRRB’s decision is subject to review by
the Administrator under §405.1875 of
this chapter.

(3) A facility must request and obtain
a final agency decision, in accordance
with paragraph (b)(1) of this section,
prior to seeking judicial review of the
denial, in whole or in part, of the ex-
ception request.
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(c) Procedure. (1) The facility must re-
quest review within 180 days of the
date of the decision on which review is
sought.

(2) The facility may not submit to
the reviewing entity, whether it is the
intermediary or the PRRB, any addi-
tional information or cost data that
had not been submitted to CMS at the
time CMS evaluated the exception re-
quest.

(d) Determining amount in controversy.
For purposes of determining PRRB ju-
risdiction under subpart R of part 405
of this chapter for the appeals de-
scribed in paragraph (b) of this sec-
tion—

(1) The amount in controversy per
treatment is determined by sub-
tracting the amount of program pay-
ment from the amount the facility re-
quested under §413.180; and

(2) The total amount in controversy
is calculated by multiplying the
amount in controversy per treatment
by the projected number of treatments
for the exception request period.

§413.195 Limitation on Review.

Administrative or judicial review
under section 1869 of the Act, section
1878 of the Act, or otherwise of the fol-
lowing is prohibited: The determina-
tion of payment amounts under section
1881(b)(14)(A) of the Act, the establish-
ment of an appropriate unit of pay-
ment under section 1881(b)(14)(C) of the
Act, the identification of renal dialysis
services included in the bundled pay-
ment, the adjustments under section
1881(b)(14)(D) of the Act, the applica-
tion of the phase-in under section
1881(b)(14)(E) of the Act, and the estab-
lishment of the market basket percent-
age increase factors under section
1881(b)(14)(F') of the Act.

[75 FR 49199, Aug. 12, 2010]

EFFECTIVE DATE NOTE: At 75 FR 49199, Aug.
12, 2010, §413.195 was added, effective January
1, 2011.

§413.196 Notification of changes in
rate-setting methodologies and pay-
ment rates.

(a) CMS or the facility’s inter-
mediary notifies each facility of
changes in its payment rate. This no-
tice includes changes in individual fa-
cility payment rates resulting from
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corrections or revisions of particular
geographic labor cost adjustment fac-
tors.

(b) Changes in payment rates result-
ing from incorporation of updated cost
data or general revisions of geographic
labor cost adjustment factors are an-
nounced by notice published in the
FEDERAL REGISTER without oppor-
tunity for prior comment. Revisions of
the rate-setting methodology are pub-
lished in the FEDERAL REGISTER in ac-
cordance with the Department’s estab-
lished rulemaking procedures.

EFFECTIVE DATE NOTE: At 75 FR 49199, Aug.
12, 2010, §413.196 was amended by adding
paragraphs (c¢) and (d), effective January 1,
2011. For the convenience of the user, the
added text is set forth below:

§413.196 Notification of changes in rate-set-
ting methodologies and payment rates.

* * * * *

(c) Effective for items and services fur-
nished on or after January 1, 2011 and before
January 1, 2012, CMS adjusts the composite
rate portion of the basic case-mix adjusted
composite payment system described in
§413.220 by the ESRD bundled market basket
percentage increase factor.

(d) Effective for items and services fur-
nished on or after January 1, 2012, CMS up-
dates on an annual basis the following:

(1) The per-treatment base rate and the
composite rate portion of the basic case-mix
adjusted composite payment system de-
scribed in §413.220 by the ESRD bundled mar-
ket basket percentage increase factor minus
a productivity adjustment factor.

(2) The wage index using the most current
hospital wage data.

(3) The fixed dollar loss amount as defined
in §413.237 of this part to ensure that outlier
payments continue to be 1.0 percent of total
payments to ESRD facilities.

§413.198 Recordkeeping and cost re-
porting requirements for outpatient
maintenance dialysis.

(a) Purpose and Scope. This section
implements section 1881(b)(2)(B)(i) of
the Act by specifying recordkeeping
and cost reporting requirements for
ESRD facilities under part 494 of this
chapter. The records and reports will
enable CMS to determine the costs in-
curred in furnishing outpatient main-
tenance dialysis as defined in
§413.170(a).

(b) Recordkeeping and reporting re-
quirements. (1) Each facility must keep

§413.198

adequate records and submit the appro-
priate CMS-approved cost report in ac-
cordance with §§413.20 and 413.24, which
provide rules on financial data and re-
ports, and adequate cost data and cost
finding, respectively.

(2) The cost reimbursement prin-
ciples set forth in this part (beginning
with §413.134, Depreciation, and exclud-
ing the principles listed in paragraph
(b)(4) of this section), apply in the de-
termination and reporting of the allow-
able cost incurred in furnishing out-
patient maintenance dialysis treat-
ments to patients dialyzing in the fa-
cility, or incurred by the facility in
furnishing home dialysis service, sup-
plies, and equipment.

(3) Allowable cost is the reasonable
cost related to dialysis treatments.
Reasonable cost includes all necessary
and proper expenses incurred by the fa-
cility in furnishing the dialysis treat-
ments, such as administrative costs,
maintenance costs, and premium pay-
ments for employee health and pension
plans. It includes both direct and indi-
rect costs and normal standby costs.
Reasonable cost does not include costs
that—

(i) Are not related to patient care for
outpatient maintenance dialysis;

(ii) Are for services or items specifi-
cally not reimbursable under the pro-
gram;

(iii) Flow from the provision of lux-
ury items or servicess (items or serv-
ices substantially in excess of or more
expensive than those generally consid-
ered necessary for the provision of
needed health services); or

(iv) Are found to be substantially out
of line with other institutions in the
same area that are similar in size,
scope of services, utilization, and other
relevant factors.

(4) The following principles of this
part do not apply in determining ad-
justments to allowable costs as re-
ported by ESRD facilities:

(i) Section 413.157, Return on equity
capital of proprietary providers;

(ii) Section 413.200, Reimbursement of
OPAs and histocompatibility labora-
tories;

(iii) Section 413.9, Cost related to pa-
tient care (except for the principles
stated in paragraph (b)(3) of this sec-
tion); and
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